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Marlboro, New Jersey 07726

Phone (732) 536-5410
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77N~ SIS

Decenmber 3, 1999
Docunent Management Branch
HFA- 305

Food and Drug Adm nistration
5630 Fi shers Lane

Room 1061
Rockville, Maryland 20852

Re. Docket No. 97N-484F
Dear Sirs:

| would just like to register with you ny concern
regardi ng the consideration of the FDA regul ating
Sl_ograft bone and al l ograft products as nedi cal
evi ces.

This is clearly overstepping the bounds of the
FDA, as this is human graft material and not a
medi cal device. Although allografts may come
prelimmnarily machined for surgical use, they are
not manuf actured devices and may be readily
intraoperatively nodified by the surgeon such that
they should not require any FDA consideration or
regul ati on.

| strongly object to the FDA considering
regul ation of allograft naterial

Thank you for your time and considerati on.

Goxdon D. Donald III, MD
GDD: PTI

Dictated but not read to avoid further delay.
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